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WA COURIER

Dockets Management Branch (IWA-305)
Food and Drug Administration
5630 Fishers Lane, .Room 1061
Rockville, MD 20852

Re: Docket ~0, 99N-0554
Imp/ernevtution of Sections 303 cmd 304 of the Food and Drug Administration
Midernizarion Act; Food Claims Based on Aurhorittrtiw S[awmws

Dear Sir or Madam:

General Mills, Inc. ~’General Mills”) appreciates the opportunity to comment cm the

Food and Drug Administration’s (“FDA’s”) implementation of the Food and DrL~g

Administration Modernization Act C’FDAMA”) sections 303 and 304 permitting health

claims and nmrient content clnims based on authoritative statements of federal healrh agencies

or the National Academy of Sciences,’ General Mills is a mqjor packaged-food manufacturer

engaged for over 50 years in ~hedevelopment and production of food products including

flour, ready-to-w~t breakfast ccrcds, cake and other dessert mixes, snacks, and numerous other

products.

General Mills supporw Congress’s efforts through FDAMA to expnnd ~heuse of food

Iabeling claims, and recognizes r.ht the proper implementation oft.he FUAI’VIAprovisions is

crucial to achieving this goal. C~eneralMills looks forward to working with FDA to ensure

fiat FDA implements these FDAMA provisions in a man.mx that furthers the goal of

promo~ing public health through accurate and inforrnmive food labeling and thal reflects

‘ FcIodmd Drug Adrninistmion MudwnizationAct of 1997,Pub. L,No, 105-115,tides, sees, 303,304, $$
403(r)(3)(cociifiedw amendedat 21 U.S.C.$343(r)(3)(1997)).



May-11-99 03:4Bpm Frem-PATTONBOGGSUP +4450 T-341 P.04 F-116

Docket No. 99N-0554
Comments of General Mills, Inc.
Page 2

Congress’s intent to achieve this goal tiough the use of health claims and nutriern content

claims based on authoritative statements (“authmita~ive statement claims”),

L Congress Enacted Sections 303 and 304 of FDAMA to Provide a Streamlined

Alternative to Current Procedures for Labeling Foods with Health C1aims and Nutrient

Content Claims

Congress made clear its intent for FDAMA sections 303 and 304 to provide a simple,

efficient, and broad alternative to the existing burdensome and ]jmiTedcIaim process which

evolved from &e restrictive regime set forth in the Nutrition Labeling and Education Act.2

The House Report recognized that FDA has approved only ten heahh claims and staled that

“(t)he perception ofa time-consuming process without predictability of end point is widely

believed to serve as a disincentive to rhe proposal of new claims.”3The Senate Report speaks

of the current “inefflcient” system fir heahh claim approvals,4 The House Report also

recognized that limiting nutrient content claims to those for which FDA has promulgated a

regulation, hh-idersthe dissemination of nutrition information to consumers.s Thus, Congress

clear]y recognized that the current nutrient content claim requirements are extremely limited,

and the current health claim requirements entail a lengthy approval process that can prcvem

valuable claims horn reaching the market in a timely and productive manner.

‘ NutritionLnbolingand13dumticmActof 1990,Pub. L, No. 101-535,104Star.2353(1990),
31-1.Repr, 105-306,at 7 (1997). ‘Thereport cited,as impommlevidenceof theneed for an alternativemmhodfor
makingchtims,the history of the folic acid and neuraltube d$f~ts health claim. In 1992,the Centersfor
DiseaseControlandPreventionestimatedthatthe incidcmceofneurallubedefectqcouldbe reducedby 50
percent if womenGfchild-bearingagc ccmsumed0,4 mg folicacid per day. Four momhs later, in Janualy 1993,
FDApublisheda 2-uIuprohibitinga health claimabout the rela~ionship,bu~then in October 1993,proposedto
permitthe claim, Not until March 1996did FDA approvethe claim, me [-louseComnlittee exprwsed remorw
thatmanychildrenlikelysufferedneural tube defectsbecauseconsumerswere unawareof the rclaritmship
bcxweenthe diseaseand adequateconsumptionof folic acid,
4S, Rept. 105-43,at 49 (1997),
51CJ

Dec.423332
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The House Report states the intention [Opermit claims to assist consumers in

“maintaining healthy dietary practices” and to enable consumers to “be more promplly and

effectively informed of bcmeiicial levels of nutrients in foods for which Dai Iy Values have not

been established.” b The Confcxence Report referred to the FDAMA provisions as making

%reamlined procedures available for the Secremry to permit more scienti.ficaIly sound health

and nutrient content cIaims.”7 Furthermore, the Conference Report modified the House’s

version of the provisions to expedite the process by which FDA processes the claim

notillca~ions (from 150 days to 120 days).” Thus, through the FDAMA provisions, Congress

imended to permi~ more food claims to reach the market by providing an alternative to dle

curren~food claim requirements.

XI, FDA Should Implement the FDAMA Provisions In Accordance with FDAMA’s

Express L;mguage and Congress’s Intent

In the Federal Register announcement of the May 11, 1999, public meeting, I?DA

posed a series of relevant questions 10aid FDA in implementing ,FDAMA sections 303 and

304. The responses to these questions must reflect Theexpress language of the FDAMA

provisions. Where Ihe provisions do not contain express language, FDA must impIement the

provisions so that they reflect Congress’s intenl to provide a simpler albsmiativc to the current

food claim regulatory scheme. Set forth below are General MIU’Sresponses TCJthe FDA’s

questions abou~how it should implement the provisions.

6Qm 15, 17,
7H. Conf, !?ept,105-399,aI9S (1997),
gSee id,

hC. 423332
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A. The Scientific Basis for Claims

1. What is an “uuthoritarive statement”?

Under FDAMA, a statemem shall be regarded as an authoritative statement only if the

statement (1) is pub]ished by an appropriate scientific body, and (2) is nm a sIalenlent of an

empioyee of the scientific body made in the individwd capacity of the employee.g Although

FDAMA sets fonh the characteris~ics of an authmimtive stwernent, FDA has created other

required characteristics for an authoritative stawment, FDA has stated that an aulhorita~ive

statement must also (1) reflect a consensus within the identified scientific body if pub!ished

by a subdivision of one of the Federal scientific bodies, and (2] be based on a deliberative

review by the s~ientific body of the scientific evidence. Thus, FDA exceeds p~AMA’s scope

by requiring that an authoritative slatement possess characteristics beyond the two cited in

FDAMA.

To base a claim on an authoritative statement, FDAMA requires that rhe authoritative

statement is currently in effect, and either is about the nurrient/di sease relationship referred to

in the proposed authoritative statement health claim, or identifies the nutrient level referred to

in the proposed authoritative statement nutrient content claim. 10FDA, however, imposes

numerous additional requirernems that the statement must (1) nor reflect inconclusive or

preliminary findings; (2) not indicate tha~the health relationship or nutriern level should bc

the subjec~ of ongoing sciemific study; (3) nor indicate merely direcxion for future research;

and (4} be within the realm of acceptable pronouncements (e.g., l-heSurgeon ~Teneral’s

authorita~ivc statements would ordinarily be found on]y in the Surgeon General Reports), 11

Nowhere in FDAMA nor in he legislative history did Congress indicate thaI it intended for

FDA to analyze statements and prohibit claims based on these requirements. In fact,

g2 I U.S.C. 343(r)(3)(C)and (r)(Z}(G)(hereinafwrall referencesto section343 are to title 21).
‘0343(r)(3)(C)(i) ml 343(r)(2)(G)(i).
‘‘ Food and DrugAdministration,“Guidancefor Industry: Norificatkm of a HealthClaim m a NurrienrContent
ClaimBased on an AuthoritativeStatementof ~ ScientificBody,”June 11, 1998.

~OC.423332
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Congress enacted these provisions based on concerns that FDA would subject fiture claims to

the intense scrutiny and delay experienced by the folic acidheural tube defects health cIaim.

Thus, Congress clearly did not intend for dle provision to pmrnit FDA to conduct such an

extensive review or to deny a claim if the authoritative statement reflects the need for

additional research.

However, statements that satisfy FDAMA’s limi~cd requirements must stiJl be

“authorilative”. FDA imposed its own requirements because neither FDAMA nor the

Iegisla~ivehistory defines “authoritative”. General Mills instead proposes an interpretation of

“authoritalive” that remains true IOCongress’s intent in enacring the posi~ion, An

“authoritative” statemenl means a statement that provides diremion and advice from the

scientific body to the public, Thus, a statement from NIH that it should conduct research on

whether antioxidant can help prevent cancer, does not speak authoritatively to provide

dietruy guidance to the public. However, consumers wouId benefit from the advice contained

in a statement such as: “although the research concerning a cancer relationship is still not

conclusive, NH*1recommends consuming more foods containing ant.ioxidmns”. Such a

statemenr although nor conclusive, as proposed by .FDA, is nonetheless authoritative.

2. W%vdecides l~a particular statement is un ‘authoritative statement”?

Although FDA cannot define “authorita~ive statement,” FDA must irnplemern and

enforce the definition of ‘Sauthorilative statement” set forth by FDAMA, Therefore, FDA

must decide if a statement is authoritative by FDAMA’s standards. However, it’FDA plans IQ

aIlow other agencies and scientific bodies to demrmine if statements are authoritative, then tic

decision will not be FDA’s and will not be based solely on FDAMA’s requirements,

i)OC.423332
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FDA has ini~iated a plan to consult witi sciemific bodies to determine if their

statements are authoritative. 12In fact, in reviewing the nine authoritative smtement clailms

submitted by Weider Nutrition International, Inc,, 12FDA consulted the scientific bodies that

made the cited stmemems. In FDA’s interim final rules on tic claims, FDA repeatedly cited

these bodies’ responses that the statements were not authoritative, ‘q FDA has stated also that

it will consuh other federaJ scientific bodies with public health responsibilhics to determine

the authoritative nature of a starement.1’ T40wever,nowhere did Congress indicate that any

scientific bodies would determine whe~her a statement is au~horitativc. Congress determined

the requirements for authorkative statements in FDAMA and FDA cannot request that a

scientific body impose its own standards and its own analysis TOdetermine if the statemem

meets the I?DAMA requirements.l*

4. Is the “ctwttext” of a statement in the publication in which ic appears relmant to

that determination? If so, how?

FDA has sui~edthat i~will consider the context of a statement in de~ermining whether

the scientific evidence abmn a health relationship or nutrient level is preliminary or

inconclusive, 17However, as discussed above, whether a staternern is preliminary or

inconclusive is not a requirement for an authoritative statement. Thus, to dewrmine whether a

statement qualifies as authoritative, FDA need only consider the context of lhe statement if it

clarifies whether the statement is published and whether it is made by an individual employee

in their individual capacity,

‘2See. e.fz., lottwfrom Donna E. Shalala,Sacretary,Henlthand Humm Services,to Dan Glickman,Secretaryof
Agriculture,March 17, 1998.
‘$63 Fed, Reg.340R3(June22, 1998),
“ &
‘sFood andDrug Adminiwration,“Guidancufor Indushy: supra note 10,
‘dNote that F13A could conceivablyconsultwith HscientificbodyregardingrhospecificFDAMArequirurnents,
such as to determinoif rhe statementis current.
1’ 63 Fed, Reg. w 34085,

Dot,423332
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FDA also can use the statement’s con~ext to determine if the claim and statement meet

other FDAMA requirements. For example, FDA can consider context when verifying the

nutrientidisease relationship for an authoritative statement heahh claim, ‘Sor when verifiing

that the statement is current. FDA can also consider the context in determining whether the

claim accurately represents the authoritative statement, as required by FDAMA. IQThus, if the

context of the statement indicates the need for more research, or indicates rhat the research is

inconclusive, the claim, or the context of the claim, should so indicare.20

5. How does the sign#7cunt scienr#7c agreement standard apply to health claimt~

based on authoritative stuternenrs?

FDAMA does not refer to the “significanl scientific agreement” standard in the

authori~ativc statement claim provisions. However, the Senate Report on the bill states that,

“the standards and criteria for health claims prescribed by section 403(r)(3) and implementing

regulalicms, incIuding the signit;can(t) scientific agreement standard, would be fully

appIicab1e,”2’ FDA has advised that a statement does not meet the significant scientific

agreement standard if it is inconclusive or intended to guide fbture research.zz Congress did

not provide, however, for FDA to conduct an analysis of whether rhe statemen~ is

inconclusive or preliminary to determine that lhe claim mews tlw standard. A claim

recommending increased consumption of a nutrient based on a potential nutrient/disease

relationship could well be supported by significant scientific agreement even if the

relationship has not yet been deemed conclusive,

‘u~
19u (requiredby 343(r)(3][C)(iv)and (a)),
‘“ Although FDA has stauxl iTwill not pwrnit such claims,such n use of the statement’sccmwxrin the claim
accordswith bothFDAMA and with the recentcoml case,Pearsonv, Shdala, 164f’,3d650 (D,C, Cir. 1999),
“ S, Rept., supranote3, at 51,
‘zFood and Drug Administration,“Guidancefor Industry,”supm note 10.

hC, 423332
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The House Report stated that claims based on authoritative s~atemenw have a

“presumption of’validity.”2~ Thus, ifa claim is appmprimely based on an mnhorilative

statement, i~should be presumed to meet the “significant scientific agreement standard”, The

ckim would not be valid if the statement and the claim do nol meet the other specified

requirements (published by an appropriate body, not made by an employee acling in their

individ~al capacity, currently in effect, about a nutrientidisease relationship or a nutrient level,

and accurately represeming the mnhorilative statement).

If authoritative stmernents are not considered presumptively to meet the significant

scientific agreemcm standard, FDA will have to conduct a full investigation into the scientific

evidence as FDA does for health claim petiTions; a result clearly comradicting ~llatinvm.kd

by Congress, For example, the Senate Report indicates that the authoritative statement health

claim provision provides an aItwnative to a system that “fails adequmely to benefit from rhe

deliberative processes in which authoritative scientific bodies engage in issuing statements on

matiers of public health.”zd The Report states that the provision “maintains the rigorous

scientific s~andmd health claims must mem under existing law but streamlines tie procedure

for making health claim when the scientific basis for a claim has been developed by an

authoritative scientific body outside FI)A,”25 Thus, ~heamhoritative statement claim

provisions provide a means for determining [hat the claim meets the slandard without FDA

conducting a lengthy health claim petition review.

General Mills recognizes an additional question that may aid in FDA’s

implemernation of the FDAMA provisions:

23H. Fwpt,,supranote 2, N 16,
‘dS. JZept.,supra note 3, at 49,

PllC,423332
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6. Howclose~must aclaimresemble theauthoritarive statement?

FDAMA states that an authorilaiive statement claim must be “mated in a manner so

d~atthe claim is an accurate representation of the authoritative statement referred to.”zs The

claim must also be stared so that it “enables the publi~ to comprehend the information

provided in the claim and to understand the relative significance of such information in the

context of a total daily ditx”z’ FDA has stated thtu an authoritative statement should use the

word “may” to characterize the relationship between the nuwient and the disease or health-

mlated condi~ion, so as to indicate that the disease or health-related condition is caused by

many faclors.2R

General Mills asserts thin, to comply with FDAMA, a claim need not mimic the

authoritative statement, but the claim musTprovide the same message 10 consumers as the

authoritative statement. Thusl although FDA should not require that a claim use the term

“may”, in order to convey the same message as a statement, depending on the authoritative

sr.atement, a claim may need to use “may” or a similar term, or may need to provide additional

qualifying information. limhermore, depending on the statement and its context, the claim or

the claim’s conlex~ may need to state other important elemcnls of the diet (e.g., “a low fat diet

inchlding. . .“), General Mills suggests that authoritative statement claims should be modeled

on current health and nutrient content claim regulations in that the notification should identify

the authoritative statement and a model claim, Just as claims other than the modei are

permissible as long as they comply wilb the existing regulation, authoritative statement cluims

that differ from the model would be lawfuJ as long as they accurately reflect the authoritative

statement.

‘5Id.
26~3(r)(3)(C)(iv) and (a).
27~
~sFood and Drug Administration, “Guidance for Tndustry,”supra note 10.

DOC, 423332
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Finally, FDA has stated that the authoritative stalement health claim should not refer

KOa single brand name product, or the claim would be misleading,2q Howtiwer,FDA should

clarify that the claim can identify a pmicular brand rtame product as an exampk, as long as

the claim also identifies the general substance, By referencing the general substance along

with the specific example, the claim would satisfy FDAMA’s requ.iremern that the claim refer

to the “nutrient.’””

B. Existing Regulatory Requirements

I. What requirements of 21 CFR 101.13 andpiart 101, subp(rrt D shodd we apply to

n utrkmt conkmt cIuims based on authoritative statements?

2. Whut requirements of 21 CFR 101.14 should we apply to health claims based on

authoritative statements ?

FDAMA specities thal authoritative statements must comply with section

403(r)(2)[A), (r)(2)(13), (a), and paragraph (a) and section 201(n].” FDA has stmed

that foods bearing health cIaims based on an authoritative statement should comply with 21

C.I?.R, 101.14, and foods bearing nutrient con~emclaims based on an authoritative statement

should comply wi~h21 C.F,R. 101.13.32FDA’s regulations at 21 C.F.R. 101.13, pan 1(I1

subpart D, and 101,14, implement the statutory requirements cited by PDAMA. Therefore,

General Mills agrees that FDA should apply Lheseregulatory requirements to authorita~ive

statement claims, wirhout applying the heahh peti~ion process, FDA should anmnd iw

regulations so health claims are not limited to those approved by FDA through a petition, and

so nu~rient content claims are not 1imired to those provided for by regulation.

29~
10343(r)(3)(F3)(i).
‘1 343(r)(2)(G)(iii) and (r)(3)(B)(iii).
‘2 Food and Drug Administration, “Guidance for Indust~j’ supm note 10,

Dot.423332
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C. Procedural and Definitional Issues

L Which agencies should we iden~~y as scienttjic bodies of the U.S. Government with

@Jicial responsibi~i~ for public healtl~ protection or research directlj relating to human

nutrition under ~ection 40(r) (2)(G)(iJ and (r)(3)(C)(i) of the act?

FDAMA specifies that, for purposes of the claim provisions, an authorimtive

stmernent must be published by a “scientific body of the United States with official

responsibility for public health protection or research direct]y related to human nutrition . . .or

the National Academy of Sciences or any of its subdivisions.”qj “f’heFDAMA provisions give

the Na~ional Instimtes of Heah% and dle Centers for Disease Conlrol and Prevention as

examples of qualifying United Stales scientific bodies.3d In its guidance document, FDA

states that it considers tie Surgeon General within lhe Department of Health and Human

Semites, and the Department of Agriculture’s FQod and Nutrition Service, Food !lafe~yand

inspection Semite, and Agricultural Research Service, to qualify under the provisions.

General Mills agrees tbal these bodies meet the FDAMA definition, but FDA should clarify

Thatthe scientific bodies are not limited to those bodies listed by FDAMA and FDA;

Congress wrote this provision broadly to ensure that other existing bodies, as well as new]y

formed bodies, can quali~,

JLWtas FDA ~clmowledges the qualification of the Department of Agriculture’s

senices, other individual subdivisions, such as those wirhin tie Cenmrs for Disease Control

and Prevention and the National Institutes of Health, should qualify as sources for

authoritative s~atcments. The Conference Report states that the CommitTee neglected to

include these subdivisions because the Commitlee desired that statements issued by the

agencies reflect consensus within the agency.]5 However, tiese subdivisions otlen publish

important authoritative Sttuernents about areas in which they have specific expeflise. In fat,

33Coditbd a~21 US.C. 343(r)(2)(G)(i) and 343(r)(3)(C)(i),
34~

00C.423332
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General Mills agrees that FDA may need to examine the context of a s~atemem to

determine whether it complies with FI)AMA’s specific requirements. However, because

many of the authoritative statemems appear in large reports to which FDA has access, General

MilIs suggests that FDA not require thm the submission include the emire documem. Instead,

the submit~er can include the document if FDA can not easily obtain the document, or if FDA

speciflcall y requesls the document afler submission.

3. Should we require that you submit witJt n nott>cution an analytical methodology

for rneaswing the substunce tJ~at& the subject ofyour submitted claim?

FDA’s guidance document states tha~FDA believes dlat the notification should

contain an analytical methodology for rlm nutrient thal seines as the subject of the claim.

Because FDAMA does not require an analylical method as pan of the. submission, FDA

should not require it. However, General Mills recognizes FDA’s need for standardized

methodologies to be associated wiih each claim. Therefore, General Mills recommends tha~

FDA maintain this suggestion in a guidance documcn~, which provides a flexible means by

which FDA can advise industry on the means by which FDA can most efficiently implement

l?DANIA’s mandate. FDA should explain that if FDA does not already emp!oy a standardized

methodology, the submitter wouId benetl from providing FDA wi~han appropriate

methodology so that FDA can more easily prevenl improper and misleading use of the claim,

4. WJlat is a “bulancedpresentation vf the scientlfik !iternture” relating to the

subject to which a claim refers that is required under section 403(r)(2) (G)(ii)([Il) a~vd

(r)(3) (C)(ii)(lII) of the act?

FDA’s guidance documenl suggests that a balanced presentation of ~hescientific

literature should be a “bibliography of the sciemific literature on the topic of ThecIaim” and a

“brief, balanced account or analysis of how this litemtum eitier suppcwts or fails TOsupport
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the authorkative statemcml.”@ Although FDAMA does not specify the components of a

balanced representation, Congress recognized that a bibliography may prove helpful for

FDA’s review,4i General Mills concurs with FDA tha~~hesc suggestions should remain in a

guidance document so Thatindustry can consistently provide FDA wilh the appropriaw

materds to aid FDA in determining that ~hestatement is current and accurate.

5. Should FDA keep nott~cdons confidential for 120 days Rfter the date of their

submission or shwdd we pkce them in a pub!k docket upm receipt?

FDAMA dots not address whether FDA must keep notifications confidential dwing

the 120 days after submission, However, Congress intended the FDAMA provisions to

provide a means for more accurate and informative food claims to reach the market.

Therefore, FDA should implement the provisions in a reamer that provides the most incentive

for industry to develop claims and submit notifications,

If FDA makes notifications public as soon as FDA receives them, r.hcn the submi~~er’s

competitors cart prepare to use the claim as soon as FDA indicates its acceptance of the claim

or the 120 days expire, without the competitors investing any resources in preparing the

notiflca~ion. Because others in industry would receive a “free-ride” from the submitter, FDA

should keep tie notification confidemial during this time so that only the submitrer can

prepare to immediately implement the claim, When tie claim enters the marke~, the submitter

gains an advantage from having submitted the norificauon, imroduced it imo ~hemarket first,

and being the sole user of the claim for the period while others prepare to implement it. ThLLs,

corrqmties wiIl have incentive to submit edifications for appropria~e claims and the public

will benefit from the use of more scientifically sound nutrition information.

4“ Food aml Drug Administration, %uidmum for Industry,” supra note 10,
41H, Cod. Rept., supra note 6, at 98,

hC, 423332
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FDA should recognize that the submircer only receives this advantage if, during the

120-day review period, the submitter can prepare to market products with !abels bearing (he

claim. Thus, during the 120-day period in which l?I)A reviews the notification, FDA should

keep the submitter reasonably apprised of tie status of the notification. Such communication

wi 1I permit FDA to tecluew information or materials that may assist FDA in reviewing Ihe

notification, and wiII encourage efticient review of the notification, Such communication also

would follow Congress’s intenKin FDAMA to make FDA more accessible 10 industry anclto

encourage cooperative FDA-indust~y relations.

6. If u notification is incomplete or does not support a claim, shouid we respond t~

it by letter or by issuing a regulation, and what shou!d be the legal effect of letters were we

to use (hem?

FDAMA states that after 120 days, tile cIaim can be used umil such time as FDA

issues a regulation prohibiting or modi fying the claim, or iinding that rhe requirements are not

met (including that the notification is not completc),dz FDA has stated that it will notify the

submitter as soon as possible within the 120 days that the notification does nol ~omply with

FDAMA.q~ FDA stated that the submitter may rcwise the notilica~ion and resubmit it, at

which point FDA may restart the 120 days.44

I?DAMA does not require that FDA promulgate a regulation during the 120 days to

deem a noti fication inccunpIete. However, in keeping with Congress’s intern for a more

efficient system which enable more claims, FDA should notify Thesubmitter by letter of’an

incomplete notification as soon as possible during the 120 days, so that the subrnirter can

supplement the notification. The letter should request that the submitter notify FDA as to

whether it will supplement the notification. If the submitter responds that it will not

42343(r)(3)(D), (r)(Z)(FT).
‘~ Food End Drug Administration, “Guidnrwe for lndustry~’supm now 10,

POc,423332
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supplement the notification, or if a certain amount of time passes and ~hesubmitter dots no~

respond, then FDA should consider the notification withdrawn and publish a notice rejec~ing

the notification and explaining the insufficiency. This notice will enable olhem in indusvy to

become aware of the failed notification m-idthe insufficiency, ancl m submit a more complete

notification for that claim. The information might also prove usefLd for others in industry in

preparing notifications for different claims.

If~lle submitter notifies FDA that it will supplement the notification, the 120 days

should resw only if the notification lacks components explicitly required by FDAMA.

Furthermore, if FDA determines that the notification is complete but rejects it, FllA shoulcl

notify he submitter by letter and publish a notice in fie Federal Register so that others

become aware and do not expend resources on tie same claim unless they can address FDA’s

problems with the claim. Note that ifrhe submilter withdraws the notification before l?DA

responds to the submitrer or makes any decisions on the notification, then the notification

should remain confidential because FDA has not acted m made statemcmls dmt others in

industry should know about.

The following question may also prove beneficial in FDA’s implementation of the

FDAMA provisions:

7. Whew should EDA deny an authoritative statement health claim becawe it is

equivalent to one FDA has already authorized?

FDAMA provides that an authoritative statemen~ claim must be one “which is not

authorized by the Secretary in a regulation.”iS The Senate Report states tha~“’(o)nceFDA

regulations governing health claims concerning a particular diet/disease relationship (e,g.,

calcium and osteoporosis) have become effective, no claim concerning that diet/disease

44M
45343(19(3)(c), (r)(2)(G).
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rela~ionship based on the statement of an auth~ritative scientific body could bc made unless it

is consistent with the FDA reg-ulation.”qb ThLM,the FllAMA provision is imended to address

authoritative statement claims that are equivalent to cxis~ing claims; i.e., that discuss the same

dietidisease relationships.

Consistent with [he language of FDAIvfAand the Senale Report, General Mills asserts

~ha~FDA should interpret TheFDAMA provision narrowly to allow for claims Thatarc similar

to existing claims, though not equivalent. ThL~s,an au~horitative staTement health claim is the

same as an already existing claim only if the proposed claim references the same subshmce

and the same disease as the existing claim. For example, if a claim differs by referencing a

fooci rather than a nutrient, or citing a similar, but different, disease, then the claims are

different claims and FDA should not prevent the authoritative statement claim from being

used, This in~erpretation will enable legitima~e claims that are supported by authoritative

smtemenw to enter Themarket without undergoing the lengthy process of amending tie

existing hea!th claim regulation.

FDA should also recognize that similar claims may have a different emphasis or

convey a diFferentmessage, and thus, the claims are different. For exampIe, in the interim

final rules, FDA rejected Weider Nutri~ion International, Inc.’s proposed claim: “calcium

consumption by adolescents and adults increases bone density and may decrease the risk of

fraotures.”d’ FDA rejected the claim, stating that it was a calcium/osteoporosis claim

authorized by ~ 101.72, but that it did not comply with the regulation because the proposed

claim mischamc~erizcd the mechanism by which calcium consumption reduces the risk of

osteoporosis; while the regulation recognizes the reduction of bone 10SSin older adults, the

authoritative statemem claim recognizes the increased bone density in adolescents and young

46S Repl., supranote 3, at 51.
476; F~d.Reg. at 34101.
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adults.’$ Furthermore, FDA stated hat the authorimtive statement claim’s “risk of fractures”

is not synonymous with Ihe existing claim’s “osteoporosis” nor with “fractures related to

os~eoporosis.”qg

Under General Mills’s interpretation, the FDAMA provision would nol prohibit the

proposed claim, because the proposed claim diflm from the existing cIaim; the existing claim

references the advantage of calcium to older aduhs, while the proposed claim targets

acloIescemts’and young adults’ calcium consumption. FDA could then conclude that claim

does not accurately reflect the au~horitative statement if the statement’s context indicales that

the claim should instead state “calcium consumption by adolescents and young adults

increases bone density and thus, may later help decrease the risk of osteoporosis and fractures

associated with osteoporosis.” By utilizing au interpretation of this FDAMA provision that

avoids the lengthy healih claim regulations amendment process, FDAwould preserve agency

resources and fulfill Congress’s intent to provide an efficient method to permit more health

claims to emer the market.

General Mills appreciates the opportunity to offer these comments and looks forward

to working with FI)A to appropria~ely irnp!emenl FDAMA’s authoritative statement claim

provisions.

,. Stuati M. Pape,
Patton 130gg~LLP, on behalf if
General Mills, Inc.
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